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after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will 

- |f HO^S^SSL specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this 

FaK to 2^ the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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Response to Arguments 

1. Claims 5-7, 9-12 and 14-23 are pending and under consideration. 

2. The text of those sections' of Title 35, U.S. Code not included in this action can be found 
in a prior Office Action. 

Claim Rejections Withdrawn 

3. The rejection of claims 5-7, 9-12 and 14-23 under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to point out and distinctly claim the subject matter which the applicant 
regards as the invention is withdrawn. 

4. The rejection of claims 5, 12 and 23 under 35 U.S.C. 102(b) as being anticipated by 
Sytokowski et al (USP 4, 590,168) is withdrawn. 

New Claim Rejections 

5. Claims 5, 6, 7, 9-12 and 14-16 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Claims 5 and 6 recite "EPO peptide consists essentially of a 
peptide It is unclear how "consists essentially of differs from 'consists of or 'comprises'. 

6. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the same and shall set forth the best mode contemplated by the inventor of 
carrying out his invention. 

7. Claims 17-23 are rejected under 35 U.S.C. 1 12, first paragraph, because the specification, 
while being enabling for antibodies directed against an erythropoietin peptide selected from the 
group consisting of P2 and P2/1, wherein said antibody neutralizes the biological activity of EPO, 
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does not reasonably provide enablement for antibodies which are directed against epitopes of 
EPO which bind the EPO receptor. The specification does not enable any person skilled in the art 
to which it pertains, or with which it is most nearly connected, to make and use the invention 
commensurate in scope with these claims. The claims are drawn to anti-EPO antibodies directed 
against epitopes of EPO which bind to the EPO receptor. The specification describes the 
generation of antibodies which neutralize the activity of EPO by the immunization of animals with 
EPO derived peptides P2 or P2/1. The specification does not teach a screening method for 
antibodies, whereby one of skill in the art could differentiate between antibodies which 
neutralization of EPO activity and antibodies which bind to epitopes of EPO which, without the 
presence of said antibody, would bind to the EPO receptor. The specification does not 
demonstrate a mechanism whereby the binding of neutralizing antibodies to EPO would not bind 
epitopes of EPO which were responsible for receptor binding. Sytkowski et al (Journal of 
Biological Chemistry, 1987, Vol. 262, pp. 1 161-1 165) disclose antibodies raised against peptides 
99-1 18 and 1 1 1-129 of EPO which neutralized the action of EPO. Sytkowski et al suggests that 
these peptides represented the receptor binding domain of EPO, and therefore this neutralizing 
activity exhibited by antibodies directed to these peptides is due to interference in the binding of 
EPO to its receptor. As the specification does not teach how to discern between neutralizing 
EPO antibodies and antibodies which bind to epitopes of EPO responsible for the binding of EPO 
to the EPO receptor, one of skill in the art would be subject to undue experimentation in order to 
practice the invention. 

8. Claims 17 and 18 are rejected under 35 U.S. C. 102(b) as being anticipated by Sytkowski 

£.T>.S- oj[ Vapct A/6- V 
et adjournal *bf Biological Chemistry, 1987, Vol. 262, pp. 1161-1165). Claims 17 and 18 are 

drawn to an anti-erythropoietin antibody directed against an epitope of EPO which bind to the 

EPO receptor and neutralizes the biological activity of EPO. Sytkowski et al discloses two 

antibodies directed against peptides 99-1 18 and 1 1 1-129 of EPO which were able to neutralize 
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the activity of EPO. As the specification is not enabling for the discernment between neutralizing 
antibodies and antibodies which bind to EPO epitopes responsible for the binding to the EPO 
receptor, all embodiments of claims 17 and 18 are disclosed by Sytkowski et al. 

9. All other rejections and objections as stated in Paper No: 14 are withdrawn. 



10. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Karen Canella whose telephone number is (703) 308-8362. The examiner 
can normally be reached on Monday through Friday from 8:30 am to 6:00 pm. A message may be 
left on the examiner's voice mail service. If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Anthony Caputa, can be reached on (703) 308-3995. 
Any inquiry of a general nature or relating to the status of this application or proceeding should be 
directed to the Group receptionist whose telephone number is (703) 308-0196. 



Conclusion 




Karen A. Canella, Ph.D. 



ANTHONY C. CAPMTA 
SUPERVISORY PATfMT EXAW'MEB 
TECHNOLOGY CfcNTEH iwu 



Patent Examiner, Group 1642 



April 22, 2001 



